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• Informed Consent of Participants : For all biomedical research involving human participants, the investigator must obtain the informed consent of the prospective participant.
• In the case of an individual who is not capable of giving informed consent, the consent of a legal guardian. consent, the consent of a legal guardian.
• Informed consent protects the individual's freedom of choice and respect for individual's autonomy and is given voluntarily to participate in research or not.
• Adequate information about the research is given in a simple and easily understandable unambiguous language in a document known as the Informed Consent Form with Participant/ Patient Information Sheet.
Conti…
• ICF should have following components as may be applicable :
• 1. Nature and purpose of study stating it as research • 2. Duration of participation with number of participants • 3. Procedures to be followed • I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily.
• A copy of this ICF has been provided to the participant.
Objectives
• To find out the shortcomings of ICF of studies conducted compared to the standard ICF .
• To find out understanding of ICF among the • To find out understanding of ICF among the participants by field experiences.
Methodology
• By retrieving details of ICF submitted along with the protocol.
• To locate shortcomings compared to standard ICF of ICMR. ICF of ICMR.
• To relate understanding of ICF among the participants of field studies.
Observation
• ICF reviewed and compared.
• Participants were asked (in the field) about understanding of ICF. understanding of ICF.
• About 420 languages and dialects of different languages families are used in a complex and wide ranging ethno and socio-linguistic configuration in north-east India. 
